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DETAILED ACTION 
Claim Objections 

1 . Claims 1 and 8 objected to because of the following informalities: Stimulation is 
misspelled as stipulation. Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, niore than one year prior to the date of application for patent in the United 
states. 

3. Claims 1-7 and 11-13 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Levine et al. (US Patent 6,129,746). 

4. Regarding Claim 1 , Levine discloses a heart stimulating device comprising a 
pulse generator (see pulse generator 116, col. 5, lines 58-62) which emits stimulation 
pulses of variable energy content; a stimulation threshold measuring circuit (see sensor 
circuit 122) adapted to interact with a subject to which the stimulation pulses are 
delivered, to measure a stimulation threshold value in the subject; a timer (see timing 
and control 114) connected to the stimulation threshold measuring circuit for initiating 
multiple threshold searches at respective times wherein the timer varies an interval 
between successive threshold searches dependent on a result of at least a last- 
performed threshold search (see col. 7 lines 46-54); and a control unit (see processor 
112) connected to the pulse generator and to the stimulation threshold measuring circuit 



Application/Control Number: 1 0/692, 1 09 Page 3 

Art Unit: 3766 

for causing the pulse generator to emit the stimulation pulses with an energy content 
dependent on the stimulation threshold value measured by the stimulation threshold 
measuring circuit (see Figure 1). 

5. Regarding Claims 2 and 3, Levlne discloses an increase in the interval if the 
stimulation threshold value did not change in the last-perfomned threshold search or a 
decrease in the interval if the stimulation threshold value did change in the last- 
performed threshold search (see Claim 1 and col. 9, lines 49-61). The examiner 
considers that timing and control 114 Is responsible for providing crucial infonnation to 
processor 112, which in effect determines whether the interval will be increased or 
decreased (see col. 5, lines 62-66). In other words, timing and control 114 increases 
and decreases the interval between threshold searches even though it may be 
indirectly. The examiner also considers a volatile output signal to be one that signifies a 
change and a stable output signal to be one that signifies no change. 

6. Regarding Claims 4 and 5, Levlne discloses that the timer varies the interval by 
altering the duration of the interval with a preset timed amount and that the timer also 
varies the interval by decreasing a duration of the interval by a predetermined 
percentage of the interval (see col. 8. lines 31-34 and 50-53). The examiner considers a 
predefined increment represents either a preset amount or a preset percentage. 

7. Regarding Claims 6 and 7, Levlne does not explidtly disclose that the timer is 
limited to a maximum duration for the Interval of one month and a minimum duration for 
the interval of one hour. However, Levlne does disclose that the threshold searches can 

r 
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be daily or weekly (see col. 12, lines 39-44). The examiner considers that an interval of 
a day or a week falls within the range of an hour and a month. 

8. Regarding Claim 1 1 Levine discloses that the timer maintains the interval at a 
duration shorter than or equal to a predetennined interval, for a predetermined time 
period after a change of the stimulation threshold value (see col. 4, line 66-col. 5, line 
4). The examiner considers that the predetermined time period is the length of time 
before the next threshold test 

9. Regarding Claim 12. Levine discloses that the timer employs an interval of eight 
hours as the predetermined interval (see col. 4, lines 65-67). 

1 0. Regarding Claim 1 3, Levine does not disclose that the timer employs a duration 
of at least one week as the predetemnined time period. However, the examiner takes 
believes that it is common and well-known to allow a stimulating device to pace for a 
specific time period before concluding, from the threshold searches, that a new interval 
length is needed. As to making this specific time period more than or equal to one week, 
it is a matter of obvious design choice. The applicant gives no criticality to the 
predetermined time period. Any time period would be plausible as long as the following 
two requirements were fulfilled: 1 . The time period is long enough that any change in 
threshold value created by noise or disturbance is surpassed. 2. The time period is 
short enough that any change in threshold value created by a real problem in heart 
activity or device perfbmiance does not go ignored. Thus, it would have been obvious to 
one of ordinary skill in the art to choose a reasonable time period at which to pace the 
heart with a specific interval before taking into account a change in threshold value 
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because not all changes wanrant a change In the Interval. Furthermore, battery power 
would be wasted if the stimulator attempted to keep up with every slight change 
following a newly established interval. 

Claim Rejections - 35 USC § 103 

1 1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this titie, if the differences between the subject matter sought to be patented and 
the pntff art are such that ttte subject matter as a whole would have been obvious at the time the 
ihventiort v^as made to a person having ordinary skill in the art to whteh the subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

12. Claims 8-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Levine (US Patent 6,129,746) as applied to claims 1-6 and 1 1-13 above, and further in 
view of Levine et al. (US Patent 6,546,288). 

1 3. Regarding Claim 8, Levine (746) is silent as to the role of loss of capture in 
detennining threshold searches. However, Levine ('288) discloses that the stimulation 
threshold measuring circuit also makes loss of capture-initiated threshold searches (see 
col. 5, lines 7-25); The examiner considers that loss of capture and capture go hand in 
hand when it comes to threshold searches so a clinician would necessarily be observing 
both parameters just by observing the overall cardiac waveform. Levine ('288) does not 
disclose that the timer uses the loss of capture-initiated threshold searches and the 
capture-initiated threshold searches to vary the interval. Yet if one was to use an 
automated timer to do what the clinician does, then it would be obvious to one of 
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ordinary skill in the art at the time of the invention to incorporate loss of capture 
searches as well as capture searches in varying the interval. 
1 4. Regarding Claims 9 and 1 0, Levine (746) discloses that the timer increases the 
interval if the respective stimulation threshold values, before and after each loss of 
capture-initiated threshold search, are equal; and that the timer decreases the interval if 
the respective stimulation threshold values, before and after each loss of capture- 
initiated threshold search, are not equal (see Claim 1 , part 2). The examiner considers 
that capture arKi loss of capture can both be derived from the same wavefonm, and are, 
therefore, both able to provide their respective threshold value information necessary in 
determining the Interval. The examiner also considers a volatile output signal to be one 
that signifies a change and a stable output signal to be one that signifies no change. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Natasha N. Pate! whose telephone number Is 571-272- 
581 8. The examiner can nomnally be reached on M-F 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert E. Pezzuto can be reached on 571-272-6996. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status infomnation for unpublished applications is available through Private PAIR only.. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 86&-21 7-91 97 (toll-free). 



NNP 
3/13/06 




Supervisory Patent Examiner 
Art Unit 3766 



